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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-6 and 21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Haber etal. (USPN 4,850,953). 

3. [Claims 1-6 and 21] Haber teaches a closing system for a natural or artificial 
anus, comprising an inflatable thin-walled polymer (latex) balloon (figure 1, items 8 and 
8'), preformed with two connection ports or ends (figure 2, items 16 and 18), having a 
generally toroidal structure, formed of a hose segment with a two-dimensional surface, 
which hose is inverted into itself, whereby its two ends extend generally coaxially with 
each other and are connected to a respective sleeve (feeding lumen) (figure 1 , item 6); 
characterized in that said connection ports or ends of said balloon are preformed such 
that each or both of end regions of the inverted hose segment have a generally constant 
cross-sectional length (figures 3 and 4), wherein the two ends of the inverted hose have 
different lengths that correspond to different circumferential lengths of said end regions 
(figures 3 and 4); wherein the inverted hose is preformed such that its front end, which 

is distal relative to the mutually coaxial ends, assumes in an inflated state a gently 
curved contour with no edge regions (figures 3 and 4); and wherein said balloon is 
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preformed such that it has in an inflated state a diameter that exceeds a diameter of a 
bowel segment (figures 3 and 4). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 7 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Haber et al. (USPN 4,850,953). 

7. [Claim 7] Haber teaches the limitations of claim 6, upon which claim 7 depends. 
Haber does not specifically disclose the length of the sleeve(s) is in each case smaller 
than one third the length of the balloon measured coaxially to the axis of symmetry of 
the inflated balloon. However, it would have been obvious to one of ordinary skill in the 
art at the time of the invention to utilize the claimed dimensions, since it has been held 
that discovering an optimum value of a result effective variable involves only routine skill 
in the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 
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8. [Claim 22] Haber teaches the limitations of claim 21 , upon which claim 22 
depends. Haber does not specifically state the balloon polymer is selected from one of 
polyurethane, a polyurethane/polyvinyl chloride blend and a comparable polyurethane- 
based material. However, it would have been obvious to one of ordinary skill in the art 
at the time of the invention to utilize such materials, since it has been held to be within 
the general skill of a worker in that art to select a known material on the basis of its 
suitability for the intended use as a matter of obvious design choice. In re Leshin, 125 
USPQ416. 

9. Claims 8-14, 16-18, and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Haber et al. (USPN 4,850,953), in view of Kieturakis (USPN 
5,667,479). 

1 0. [Claim 8] Haber teaches the limitations of claim 6, upon which claim 8 depends. 
Haber does not specifically disclose the collapsed balloon is housed in a cavity. 
However, Kieturakis teaches a surgical resection instrument comprising a collapsible 
balloon (figure 3, item 40) housed in a cavity (figure 3, item 30), which is provided in a 
plug (figure 3, item 10) and is directed toward an interior of the bowel. It would have 
been obvious to one of ordinary skill in the art at the time of the invention to modify the 
structure taught by Haber with the balloon storage capability, as taught by Kieturakis, in 
order to provide sufficient protection for the balloon structure during insertion and 
removal of the system within a patient. 
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1 1 . [Claim 9] Haber and Kieturakis teach the limitations of claim 8, upon which claim 
9 depends. In addition, Haber teaches that the two connection ports of said balloon are 
each connected by their mouths to a plug (figure 2, item 6). 

12. [Claims 1 0 and 1 1 ] Haber and Kieturakis teach the limitations of claim 8, upon 
which claims 10 and 1 1 depend. In addition, Kieturakis discloses said plug comprises 
two sleeves (figure 3, items 10 and 20) that can be fitted one inside the other and in that 
a mouth of each connection port (figure 3, items 62 and 66) is connected to a respective 
one of said sleeves; wherein the mouth that is connected to an outer of the sleeves has 
a diameter adapted to the outer sleeve, and the mouth that is connected to the inner of 
the two sleeves has a diameter adapted to the inner sleeve (figure 3). 

1 3. [Claim 1 2] Haber and Kieturakis teach the limitations of claim 1 1 , upon which 
claim 12 depends. In addition, Kieturakis teaches the balloon can be pulled through the 
outer sleeve (figure 3; column 4, lines 18-26). 

14. [Claim 1 3] Haber and Kieturakis teach the limitations of claim 1 1 , upon which 
claim 13 depends. Kieturakis discloses an air channel disposed in the outer sleeve, 
rather than the inner sleeve (figure 3, item 41 ). However, it would have been obvious to 
one of ordinary skill in the art at the time of the invention to utilize the inner sleeve, since 
it has been held that rearranging parts of an invention involves only routine skill in the 
art. In re Japikse, 86 USPQ 70. 

1 5. [Claim 1 4] Haber and Kieturakis teach the limitations of claim 1 3, upon which 
claim 14 depends. In addition, Haber teaches the air channel comprises a stop valve 
(figure 3, item 34). 



Application/Control Number: 10/565,316 Page 6 

Art Unit: 3763 

16. [Claims 1 6-1 8] Haber and Kieturakis teach the limitations of claim 1 0, upon 
which claims 16-18 depend. In addition, Haber discloses said plug (figure 1, item 6) 
and/or one or more sleeves is/are connectable to a sealing cap (figure 1 , item 2), 
connected adjacent contact to said plug and has a folded structure. 

1 7. [Claim 23] Haber teaches the limitations of claim 1 , upon which claim 23 
depends. Haber does not specifically disclose a ring-shaped element for fixing the hose 
element to the central lumen. However, Kieturakis teaches a surgical resection 
instrument comprising a ring-shaped element (figure 3, item 68) which is fixed in a 
central lumen (figure 3, item 44) of the hose segment inverted into itself, the fixing being 
effected only along a narrow, circumferentially surrounding line so as not to deteriorate 
the freedom of movement of the balloon. It would have been obvious to one of ordinary 
skill in the art at the time of the invention to modify the structure taught by Haber with 
the use of a ring-shaped fixing element, as taught by Kieturakis, in order to provide a 
means of securing and preventing movement of the balloon. 

18. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haber et 
al. (USPN 4,850,953), in view of Kieturakis (USPN 5,667,479), in further view of 
Mulhauser et al. (PGPub 2003/01 81879). 

1 9. [Claim 1 5] Haber and Kieturakis teach the limitations of claim 1 1 , upon which 
claim 15 depends. Haber and Kieturakis are silent on the use of a carbon filter. 
However, Mulhauser teaches a sealing device comprising a carbon filter which can be 
disposed inside the inner sleeve (figure 4, item 30; paragraph [0068]). It would have 
been obvious to one of ordinary skill in the art at the time of the invention to modify the 
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structure taught by Haber and Kieturakis with the use of a carbon filter, as taught by 
Mulhauser, in order to provide a means of purifying the air passing through the device. 

20. Claims 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Haber et al. (USPN 4,850,953), in view of Kieturakis (USPN 5,667,479), in further 
view of Salama (USPN 6,527,755). 

21 . [Claims 19 and 20] Haber and Kieturakis teach the limitations of claim 16, upon 
which claims 1 9 and 20 depend. Haber and Kieturakis are silent on the use of a 
collection bag. However, Salama teaches a sealing device comprising a sealing cap 
(figure 3, item 38) and/or said plug which is connectable to a collection bag (figures 3 
and 4, item 58), wherein the collection bag is connectable to said sealing cap (figure 3, 
item 38) and to the inner sleeve (figure 3, item 40). It would have been obvious to one 
of ordinary skill in the art at the time of the invention to modify the structure taught by 
Haber and Kieturakis with use of the sealing cap and collection bag combination, as 
taught by Salama, in order to provide a means of controlling and/or collection material 
flowing into or out of the device. 

22. Claims 24 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Haber et al. (USPN 4,850,953), in view of Kieturakis (USPN 5,667,479), in further 
view of Kim (USPN 5,569,216). 

23. [Claim 24] Haber and Kieturakis teach the limitations of claim 23, upon which 
claim 24 depends. Haber and Kieturakis are silent on an externally controllable sealing 
element in the form of a separately inflatable balloon. However, Kim teaches a 
multipurpose sealing device comprising an externally controllable sealing element in the 
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form of a separately inflatable balloon (figure 3, item 110), which is disposed in the 
central lumen of a hose element inverted into itself (figure 3, item 100). It would have 
been obvious to one of ordinary skill in the art at the time of the invention to modify the 
structure taught by Haber and Kieturakis, with the use of an additional sealing element, 
as taught by Kim, in order to provide a means of controlling flow through the lumen of 
the hose segment. 

24. [Claim 25] Haber, Kieturakis, and Kim teach the limitations of claim 24, upon 
which claim 25 depends. In addition, Haber discloses a tube can be inserted through 
the central lumen of the hose segment inverted into itself (figure 4). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JASON FLICK whose telephone number is (571)270- 
7024. The examiner can normally be reached on Monday through Thursday, 7:00am to 
5:30pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. F./ 

Examiner, Art Unit 3763 
07/10/2009 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



